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- The MAILING DATE of this communication appear on the cover she t with the correspondenc address 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)S Responsive to communication(s) filed on 15 Auoust 2003 . 
2a)K This action is FINAL. 2b)\Z\ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1-10 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed, 

6) S Claim(s) 1-10 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 3-20-01 is/are: a)S accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet{s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action orfomn PTO-152. 
Priority under 35 U.S.C. §§119 and 120 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

13) ^ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet. 
37 CFR 1.78. 

a) □ The translation of the foreign language provisional application has been received. 

14) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 

Attachment(s) 

1) Q Notice of References Cited (PTO-892) 4) CI Interview Summary (PTO-413) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) Q Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 



1. 



Response filed 8-15-03 is acknowledged. 



2. 



Claims 1-10 are pending. 



Specification 



3. Applicants did not respond to the objection to the specification regarding 
missing abstract. An abstract on a separate sheet is required. 



4. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it; in such full, clear, concise, and exact terms as to 
enable any person skilled In the art to which it pertains, or with which it Is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated by 
the Inventor of carrying out his invention. 

5. Claims 1-10 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time 
the application was filed, had possession of the claimed invention for reasons of 
record set forth in the previous office action of 2-14-2003. 



Applicant's arguments filed 8-15-2003 have been fully considered but they 
are not persuasive. Applicants have argued that the specification on page 3, lines 
16-26 describes human pattern of expression. However, these arguments are not 
persuasive because this does not describe the characteristics of the mouse, how will 
it be distinguished from other mice. Applicants cited the case law Pfaff v, Wells 
Electronics in support of their argument that if the inventor has prepared drawings 
or other description of the invention was sufficient to enable a person skilled In the 
art. However, the issue here is not enablement but possession and for meeting this 
requirement, applicants have not described the characteristics of the mouse 
claimed. Applicants then indicate to Exhibit A and state that they will be pleased to 



Claim Rejections - 35 USC §112 



Response to Arguments 
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submit it in the form of 132 Declaration. Applicants are advised to file this 
declaration. While the declaration will be helpful in moving the prosecution, it will 
obviate the written description rejection. Applicants are advised to incorporate the 
phenotype/charactehstics of the mouse in the claim without introducing any new 
matter. 

6. Claims 1-10 rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification In such a way as to 
enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention for reasons of record set forth in the 
previous office action 2-14-2003. 

Response to Arguments 

Applicant's arguments filed 8-15-2003 have been fully considered but they 
are not persuasive. Applicants have not addressed specific enablement issues 
raised in the previous office action. As stated in the written description rejection 
section, applicants' filing of 132 declaration describing the results of Exhibit A will 
facilitate prosecution and based on the declaration, the full lack of enablement may 
be changed to scope rejection. 

7. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or nnore claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

8. Claims 1-10 are rejected under 35 U.S.C, 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention for reasons of record set forth in the 
previous office action of 2-14-2003. 

Claim 1 is vague and indefinite because it is not clear as to what is meant by 

''a human pattern of expression". The metes and bounds of the claimed invention 

is not clear. Applicants did not address this rejection. 
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Claim Rejections - 35 USC §103 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained thougli the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a 
whole would have been obvious at the time the invention was made to a person having 
ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability 
of the claims under 35 U.S.C. 103(a), the examiner presumes that the subject 
matter of the various claims was commonly owned at the time any inventions 
covered therein were made absent any evidence to the contrary. Applicant is 
advised of the obligation under 37 CFR 1.56 to point out the inventor and invention 
dates of each claim that was not commonly owned at the time a later invention was 
made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) and 
potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

10. Claim 1 and 2 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Woi et al (Nature 375: 408-411, 1995) in view of Chartrain et al (The Journal 
of Biological Chemistry 269:6765-6772, 1994) and Cameron (Molecular 
Biotechnology 7:253-265, 1997) for reasons of record set forth in the previous 
office action of 2-14-2003. 

Response to Arguments 

Applicant's arguments filed 8-15-2003 have been fully considered but they are not 
persuasive. Applicants have argued that what Chartrain et al suggested was a 
deletion analysis of the human iNOS promoter, not insertion of the human iNOS 
gene and regulatory elements into a transgenic mouse. However, these arguments 
are not persuasive because the collective teachings of Woi et al and Chartrain et al 
and Cameron have to be considered. As noted in the previous office action, an 
artisan of skill would have been motivated to a transgenic mouse which expressed 
human iNOS under human regulatory elements because as taught by Chartrain et 
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al, the human gene needed to be characterized and the transgenic mouse of Wei et 
al would have allowed to define the function of the human iNOS gene in a mouse 
which lacked its endogenous INOS gene. 

11. No claim is allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire 
THREE MONTHS from the mailing date of this action. In the event a first reply is 
filed within TWO MONTHS of the mailing date of this final action and the advisory 
action is not mailed until after the end of the THREE-MONTH shortened statutory 
period, then the shortened statutory period will expire on the date the advisory 
action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will 
the statutory period for reply expire later than SIX MONTHS from the mailing date 
of this final action. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Ram R. Shukia whose telephone number is 
(703) 305-1677. The examiner can normally be reached on Monday through Friday 
from 7:30 am to 4:00 p.m. If attempts to reach the examiner by telephone are 
unsuccessful, the examiner*s supervisor, Deborah Reynolds, can be reached on 
(703) 305-4051. The fax phone number for TC 1600 is (703) 703-872-9306. Any 
inquiry of a general nature, formal matters or relating to the status of this 
application or proceeding should be directed to the William Phillips whose telephone 
number is (703) 305-3413. /J () 



Ram R. Shukia, Ph.D. 
Pi-im^ty Examines 
Art Unit 1632 




